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Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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Box No. I Basis of the report 



1 . With regard to the language, this report is based on the international application in the language in which it was 
filed, unless otherwise indicated under this item. 

□ This report is based on translations from the original language into the following language , 
which is the language of a translation furnished for the purposes of: 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12.4) 

□ international preliminary examination (under Rules 55.2 andfcr 55.3) 

2 With reqard to the elements* of the international application, this report is based on (replacement sheets which 
have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originally filed" and are not annexed to this report): 

Description, Pages 

1 .26 as originally filed 

Claims, Numbers 

1-15 received on 27.07.2005 with letter of 25.07.2005 

□ a sequence listing andfcr any related table(s) - see Supplemental Box Relating to Sequence Listing 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

4 □ This report has been established as if (some of) the amendments annexed to this report a P d ,!^bel°w 
had not beS i made, since they have been considered to go beyond the disclosure as filed, as indicated in the 
Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may be marked -superseded." 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 3,6-13,15 

No: Ciaims 1,2,4,5,14 

Inventive step (IS) Yes: Claims 3,6-13,15 

No: Claims 1,2,4,5,14 

Industrial applicability (IA) Yes: Claims 1-15 

No: Claims 

2. Citations and explanations (Rule 70.7): 
see separate sheet 
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Re Item V 

Reference is made to the following documents: 

D1 : EP-A2-0 882 797 (UNILEVER N.V; UNILEVER PLC; LODERS CROKLAAN B.V) 9 

December 1998 (1998-12-09) 
D2: EP-A1-0 965 578 (SUNTORY LIMITED) 22 December 1999 (1999-12-22) 
D3: DATABASE MEDLINE [Online] US NATIONAL LIBRARY OF MEDICINE (NLM), 
BETHESDA, MD, US; November 1997 (1997-11), LUCAS A ET AL: "Randomised 
controlled trial of a synthetic triglyceride milk formula for preterm infants." 
XP002315783 Database accession no. NLM9462186 
D4: US-A-4 876 1 07 (KING ET AL) 24 October 1 989 (1 989-1 0-24) 
D5: US-A-3 542 560 (RUDOLPH M. TOMARELLI et al) 24 Nov. 1 970 (1 970-1 1 -24) 
D6: DATABASE FSTA [Online] INTERNATIONAL FOOD INFORMATION SERVICE 
(IFIS), FRANkFURT-MAIN, DE; 1996, ANONYMOUS: "Betapol, a breakthrough in 
infant formula fats." XP002315801 Database accession no. 96-1-08-n0030 



1 Amendments 

The amendments appear to meet the requirements of Art. 41 (2) PCT. 



2 Novelty (Art. 33(2) PCT) 

In view of the applicant's reply to the written opinion of the ISA, the following is noted: 

A. Claims 1 to 6 relate to a "fat base composition". It is noted that said expression 
is not defined in the application as filed. It is stated in the application that "the 
present invention describes novel fat compositions which are components in the 
preparation of fat blends and infant formulas ..." (see p. 1 , first paragraph). 

If it was the intention of the applicant to have the present application limited to 
fat concentrates, then said feature would have been an essential feature, which 
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Since that is not the case, the expression "fat base composition" is not limited 
to fat compositions, which must be diluted, blended etc. before use. 
Any fat composition, which is suitable to be a component in the preparation of 
fat blends and infant formulas in the filed of infant nutritional foods will be 
considered relevant during the examination of the present application. 

B. The feature in the claims "mixture of (...triglycerides)" is not further specified in 
the application. As long as more than one type of triglyceride is present, even in 
a small amount, the requirement of "mixture of (...triglycerides)" is fulfilled. 

1.1 Novelty over D1 

Enzymatically prepared 1 ,3-oleic,2-palmitic-triglycerides (OPO-triglyceride) are known 
in the art. 

D1 discloses enzymatically prepared OPO-triglyce rides, for example as human milk 
fat replacers (see page 2, lines 2-3, page 3, lines 2-8, example 4 and claim 1 of D1). 
The OPO-triglycerides are prepared form vegetable sources. 

Even though purification steps are mentioned in D1 , the OPO-triglycerides are 
produced by enzymatic treatment, which never leads to pure products (here: 100% 
OPO-triglyceride). 

Therefore, the fat composition resulting from the process disclosed in D1 is 
understood to be a fat composition comprising a mixture of triglycerides, which meet 
the requirements of present claims 1, 2 and 14 

Present claims 1 , 2, 4, 5 and 14 are not new over D1 . 

1 .2 Novelty in view of D3 (Betapol™) 

The previous objection is dropped, because the fat composition Betapol™ appears 



Form PCT/Separate Sheet/409 (Sheet 2) (EPO-January 2004) 



INTERNATIONAL PRELIMINARY 
REPORT ON PATENTABILITY 
(SEPARATE SHEET) 



International application No. 
PCT/IL2004/000960 



(according to D3) not to contain at least 60% (w/w) of palmitic acid residues at the sn- 
2 position. 



2 Inventive step (Art 33(3) PCT) 

2.1 In view of D2 

D2 is about a novel triglyceride composition, used for example in formula for 
premature infants and term infants, or added to milk, or blended with other oils or fats 
(see par. [0040]). 

The lipid composition of example 4 in D2 comprises 34% palmitic acid (C16:0), which 
is located to 96% in the position 2 of the triglyceride (see Table 1). Linoleic acid 
(C16:2) is present at 15%, in a ratio of 22 : 1 (= essentially all) at the positions 1,3 of 
the triglycerides. The triglyceride blend is produced by esterification. 

The only difference to the present application is that D2 does not specify if the source 
of the triglycerides is vegetable or non-vegetable. 

The selection of vegetable lipids (over non-vegetable lipids) for the production of the 
triglycerides in D2 is considered a selection among limited alternatives, which is not 
sufficient to provide an inventive step over the prior art, especially since no 
unexpected effect has been shown, which derives from the specific choice of 
vegetable ingredients. 

The applicant's argumentation was considered. The examiner refers to the above 
notes A and B. The examiner further issues the opinion that, -independently to how 
closely a match the fat composition of D2 to the human breast milk fat is-, the 
triglyceride composition of D2 is suitable for infant nutritional foods (see also D2, 
claim 8). The examiner maintains the objection issued in the written opinion: 

Claims 1 , 2 and 14 do not involve an inventive step over D2. 
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2.2 In view of D4 
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The applicant's argumentation was considered. The examiner refers to the above 
notes A and B. 

Prior art D4 discloses a substitute (human) milk fat composition for feeding young 
infants. The total amount of palmitic acid (see Table 3 and claim 1) is less than 33%. 
The amount of palmitic acid in the 2-position is more than 50%, for the blends 
number 1 and 4, it is 57 %. 

There is no unexpected effect apparent from the small increase of the amount of 
palmitic acid in the 2-position of the triglycerides from 57 to 60%. 

The examiner maintains the objection issued in the written opinion: 
Claims 1, 2 and 14 do not involve an inventive step over D4. 



2.3 Inventive step of claim 3 and related claims 

There is no indication in the prior art for a substitute human milk fat composition, 
produced by combining an enzymatically prepared fat base as defined in claim 1 
characterized in that the fatty acid moieties at the sn-2 position are between 60 and 
70% (w/w). 

Claim 3, and the claims depending thereof are found to involve an inventive step. 



2.4 Inventive step of claim 7 and related claims 

Substitute human milk fat compositions per se are known in the are (see search 
report). It is also known in the art to blend or add lipids with special triglyceride 
pattern to traditional food. See, for example claim 1 of D5, where a fat with a high 
content of beta-palmitic acid is blended with a milk product, in order to obtain a 
product, wherein the lipids resemble human milk fat. 
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However, there is no indication in the prior art for a substitute human milk fat 
composition, produced by combining an enzymatically prepared fat base as defined 
in claim 1 with at least one vegetable oil in the ratio defined in claim 7. 

Claim 7, and the depending claims thereof are found to involve an inventive step. 
3 Clarity (Art. 6 PCT) 

3.1 Claims 5 and 6 are related to all previous claims, and further defined by reference to 
"said unsaturated fatty acid moieties". Claims 1 through 3, however, do not have any 
reference to unsaturated fatty acid moieties. 

3.2 Claim 1 1 refers in the last line of the claim to a step d), which is not present 
(anymore). 

3.3 Claim 12 refers to a step e), which is not present (anymore). 
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1. An enzymatically prepared fat baeo composition comprising a mixture 

of vegetable -derived triglyoerides ; characterised in that: 

the total palmitic acid residues content is at most 38%w/w of the total fatty 
acid residues; 

at loust 60%w/w of the fatty acid moieties at thp *n-2 position of the glycerol 
backbone are palmitic acid residues. 

2. The fat base composition of claim 1, wharein at least 629 Ww of the 
total palmitic acid residues are at the an-2 position of the glycerol backbone. 



3. The fat composit ion gf SiBUD 1 nr clnim 2 



wherein up to 70%w/w of the 



fcgjfl] nAl^t i c acid moiet i ea are at the sn~2 poaitym of the glycerol fflojejy 



t*£. The fat base composition of anv one of < 



in 



loast TD%w/w of the fatty acid moieties at the 
glycerol backbone rtb nlaie acid and other unsatfo 



4£. The fat base composition of any one of 
40% wfw. preferably 40-60% w/w. of said 
sn~l and s r*-3 poeitione are oleic acid moieties. 



unsatur ited 



Sfi, The fiat base composition of any one of ch ime 1 to 54, wherein at least 
6% w/w. preferably 6-17%wAw, of said unsatura ed fatly add moieties at the 
fin-1 and srt-S positions are linoleic acid moieties 

$1. A substitute human milk fat composition somprising a blend of at least 
26% of the fat base composition of any one of da ms 1 to €-fLwith up to 75% of 
at least one vegetable oil. 



aims 1 ftp 3e y-2, wherein at 
1 and sn-3 positions of the 
ated fatty, arid moieties. 



cldims 1 to 43, wherein at least 
fatty acid moieties at the 
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9fii The substitute human milk fat composition 
vegetable oil may be selected from the group 
canola oil, coconut oil palm kernel oil, sunflower 



ob uprising i 



89. An infant formula comprising the 
composition of any one of claims 6\Land ■?§. 



substitute human milk fat 



one 



©IQ. An infant formula comprising at least 
least one fat component, wherein said fat 
milk fat composition of any one of claims 

comprising vitamins, minerals, nucleotides, amlho acids and carbohydrates 



protein component and at J 
component is the substitute human 

?3, further optionally j 



Wll* A process for the preparation of the fat bjase composition of any one of 
claims 1 to §5, comprising the steps o£ 

z reacting a palmitic add rich oil 

preferably oleic acid, in the presence of an 
- removing the catalyst; 



.distilling the excess free fatty acids; 
.bleaching the oil; and optionally 
.deodorizias LQtion of the product of step (d). 



4*12- The process of claim optionally 
fractionation preceding the deodorization step (e] 



ISIS- A process for the preparation of the 
composition of any one of claims ft-7 and 46, 
vegetable oil with the fat base composition of any 



4£14. Ubb of the fat base composition of any 
preparation of a substitute human milk fat 



of claim 76, wherein said j 
soy oil, palm tree oil, 
oil, corn oil and rapeeeed oil. 



with unsaturated fatty acids, 
inaolqble catalyst; 



f irther comprising a step of J 



substitute human milk fat 
comprising: admixing said 
one of claims 1 to Bfi. 



.cne 



comp >sition 



of claims> 1 to in the 
for infant formulae. 
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44J^. Use of the fat composition of any one 
preparation of an infant formula. 



of claims €7 and -7§ in the 
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